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Attached herewith is the latest safety update on Zerit® (stavudine). If physicians, pharmacists or er
healthcare professionals suspect any kind of adverse reaction subsequent to the use of the above or any
other medication, please report through any of the following methods :

®  Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm

® Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, 2" Floor, Macao S.A.R., China

® Faxto - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please page 63009255.

Thanking you in advance for your attention!
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Chief, Department of Pharmaceutical Affairs
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Ldtest post-marketing data and published literatures comparing the occurrence of severe side effects of
Zerit® (stavudine) with alternative HIV treatments concluded that there are increased nsks of potentially
severe side effects in patients taking Zerit®. Accordingly, the incidence rate of Zerit®-induced lactic
acidosis occurred at around 1% on the studies and trials with a fatality rate of 30-50%. The risk of
developing lipoatrophy in patients receiving Zerit® as compared to other nucleoside reverse transcriptase
inhibitors (NRTIs) was greatly elevated, both the incidence and severity of this adverse reaction were
culmulative over time and often not completeiy reversible on stopping Zerit®. Peripheral neuropathy was
reported up to 20% in patients receiving Zerit® and would be aggravated in those patlents with a history of
neuropathy or other risk conditions that might have compromised them (e.g. excessive alcohol intake, on
concomitant medications e.g. isoniazid and renal impairment) for developing this adverse reactlon

In light of these results Bristol-Myers Squibb announced a restrictive indication for Zerit® stating that this
medication should only be used when there are no alternatives, and for the shortest period of time possible.
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